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DETAILED ACTION 

Election/Restriction 

1. Applicants election of Group 35 (original claims 11, 12, 16) on 8/19/05 is 
acknowledged. 

Because applicant did not distinctly and specifically point out the supposed errors 
in the restriction requirement, the election has been treated as an election without traverse 
(MPEP§ 818.03(a)). 

Claims 1-24 have been canceled and new claims 25-45 (8/19/2005) have been 
added. New claims 25-45 are drawn to the isolated polypeptide comprising the amino 
acid sequence of SEQ ID NO: 45, which is the same invention encompassed by new 
claims 25-45. 

Claims 25-45 are pending and are under consideration by the Examiner. 
Specification 

2. According to the priority statement of 8/28/2003, it appears that priority is being 
claimed to a large number of provisional applications. These applications appear to 

be drawn to unrelated subject matter and are either not available for consideration or for 
which consideration to determine support for the instantly claimed subject matter would 
require an undue burden. Accordingly, the subject matter defined in claims 25-45 has an 
effective filing date of 4/7/1998, that of PCT/US98/06801. 

Applicants are requested to provide the serial number and specific page numbers 
of any parent application to which priority is desired which specifically supports the 
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particular claim limitation for each and every claim limitation in all the pending claims 
which applicant considers to have been in possession and fully enabled prior to 4/7/1998. 
Claim rejections-35 U.S.C. 101 
3. 35 U.S.C 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions 
and requirements of this title. 

Claims 25-45 are rejected under 35 U.S.C. 101 because the claimed invention is 

not supported by either a specific and substantial asserted utility or a well established 

utility. 

The claims are directed to an isolated polypeptide 67 amino acids in length. The 
invention encompassed by this claim has no apparent or disclosed patentable utility. This 
rejection is consistent with the current utility guidelines, published on 1/5/01, 66 FR 
1092. The instant application has provided a description of an isolated protein, but does 
not disclose a specific and substantial biological role of this protein or its significance. 
There is no biological activity, phenotype, disease or condition, ligand, binding partner, 
or any other specific feature that is disclosed as being associated with the mature 
polypeptide. The mere identification of the polypeptide is not sufficient to impart any 
particular utility to the claimed polypeptide without any information as to the specific 
properties of the polypeptide. Since significant further research would be required of a 
person skilled in the art to determine how the claimed polypeptide is involved in any 
activities, the asserted utilities are not substantial. 
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Furthermore, since the asserted utility is not present in a ready-to-use, real-world 
application, the asserted utility is not substantial 

The specification asserts the following as utilities for the claimed polypeptide of amino 
acid sequence set forth in SEQ ID NO: 45 (see pages 26-28 of the specification): 

1 . to produce antibodies against the polypeptides; 

2. to produce reagents for differential identification of the tissue or cell type present in a 
biological sample; 

3. to use in the treatment of breast cancer and growth disorders; 

4. to isolate cognate ligands or receptors; 

5. as a diagnostic agent for disease. 

Each of these shall be addressed in turn. 

1 . to produce antibodies against the polypeptides. 

This asserted utility is not specific or substantial Since antibodies can be made to 
any polypeptide, the asserted utility is not specific to the claimed polynucleotide 
encoding the polypeptide. Furthermore, the specification does not disclose how the 
antibodies can be used, and therefore further significant research would be required on 
one skilled in the art to determine how to use the claimed antibodies. Since the asserted 
utility is not presented in a ready-to-use, real-world application, the asserted utility is not 
substantial 
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2. to produce reagents for differential identification of the tissue or cell type present 
in a biological sample. 

The employment of a protein of the instant invention as a tissue specific marker is 
not a substantial or specific utility since breast specific proteins were already known in 
the art. All human proteins can invariably be classified into two categories, those which 
are expressed in a tissue or developmentally specific manner and those which are 
expressed ubiquitously. It can be alleged that any protein which is expressed in a tissue 
specific manner can be employed to detect the tissue in which it is expressed in a sample. 
Alternately, a human protein which is expressed ubiquitously can be employed to detect 
the presence of any human tissue in a sample. Such utilities are analogous to the 
assertion that a particular protein can be employed as a molecular weight marker, which 
is neither a specific or substantial utility. 

3. to use in the treatment of breast cancer and growth disorders. 

This asserted utility is not specific or substantial. The specification alleges that the 
polypeptides of the instant invention can be used as a putative therapy for various 
disorders, based on tissue distribution. The specification does not disclose any specific 
disorders that are associated with altered protein levels or functioning. The specification 
asserts on page 27, lines 24-37; page 28, lines 1-5) that: 

"The tissue distribution indicates that polynucleotides and polypeptides 
corresponding to this gene are useful for diagnosis or treatment of breast cancer and 
growth disorders. The secreted protein can also be used to determine biological activity, 
to raise antibodies, as tissue markers, to isolate cognate ligands or receptors, to identify 
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agents that modulate their interactions and as nutritional supplements. It may also have a 
very wide range of biological activities. Typical of these are cytokine, cell 
proliferation/differentiation modulating activity or induction of other cytokines; 
immunostimulating/immunosuppressant activities (e.g. for treating human 
immunodeficiency virus infection, cancer, autoimmune diseases and allergy; regulation 
of hematopoiesis (e.g. for treating anaemia or as adjunct to chemotherapy; stimulation or 
growth of bone, cartilage, tendons, ligaments and/or nerves (e.g. for treating wounds, 
stimulation of follicle stimulating hormone (for control of fertility); chemotactic and 
chemokinetic activities (e.g. for treating infections, tumors; hemostatic or thrombolytic 
activity (e.g. for treating haemopilia, cardiac infarction etc.); anti-inflammatory activity 
(e.g. for treating septic shock, Crohn's disease; as antimicrobials; for treating psoriasis or 
other hyperproliferative diseases; for regulation of metabolism, and behaviour. 

However, the specification merely recites typical biological activities of cytokines 
in general and does not provide any evidence of a single biological property of the instant 
protein. Therefore, since the asserted utility is not presented in a ready-to-use, real-world 
application, the asserted utility is not substantial. 

4. to isolate cognate ligands or receptors. 

This asserted utility is not specific or substantial. There is no experimental evidence 
presented in the specification with respect to a receptor for the claimed protein and this 
assertion is, neither convincing nor specific. The specification also does not disclose the 
presence and/or tissue distribution of a receptor for the protein, and therefore the cell 
types and tissues that are responsive to the protein in vivo are unknown. Since the 



Application/Control Number: 10/649,857 Page 7 

Art Unit: 1646 

asserted utility is not presented in a ready-to-use, real-world application, the asserted 
utility is not substantial. 

5. as a diagnostic agent for disease. 

The asserted utility is not specific or substantial. The specification does not 
disclose any specific diseases or disorders associated with expression of the protein. The 
specification asserts that the gene encoding the protein is primarily expressed in breast 
cancer and therefore the polypeptide of the instant invention can be used in diagnosis of 
breast cancer (page 27, lines 10-11; page 27, lines 26-29). However, the specification 
fails to disclose differential expression of the instant protein in normal breast tissue and in 
breast cancer tissue. Furthermore, since many polypeptides can and are used as 
diagnostic reagents, the asserted utility is not specific to the claimed polypeptide. Since 
the asserted utility is not presented in a ready-to-use, real-world, application, the asserted 
utility is not substantial. 

Claim rejections~35 USC § 112, first paragraph 

4. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making and 
using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and use the same and shall set forth the best mode contemplated 
by the inventor of carrying out his invention. 

Claims 25-45 are also rejected under 35 U.S.C. 112, first paragraph. Specifically, 
since the claimed invention is not supported by either a substantially asserted utility or a 
well established utility for the reasons set forth above, one skilled in the art clearly would 
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not know how to use the claimed invention. The instant specification does not disclose a 
biological activity for the claimed polypeptide, therefore, there is no specific and 
substantial asserted utility or well established for the claimed polypeptide. 
Claim rejections, 35 U.S. C. § 11 2, first paragraph 

5a. Claims 25, 33, 41, are rejected under 35 U.S.C. 1 12, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to enable one 
skilled in the art to which it pertains, or with which it is most nearly connected, to make 
use the invention. 

The deposit of biological material is considered by the Examiner to be necessary 
for the enablement of the current invention because the claims require availability of the 
deposit. Elements required for practicing a claimed invention must be known and readily 
available to the public or obtainable by a repeatable method set forth in the specification. 
When biological material is required to practice an invention, and if it is not so obtainable 
or available, the enablement requirements of 35 USC §112, first paragraph, may be 
satisfied by a deposit of the material. See 37 CFR 1 .802. 

The specification does not provide a repeatable method for obtaining ATCC 
Deposit No. 209074 and it does not appear to be a readily available material. The 
ATCC® deposit in full compliance with 37 CFR §§ 1.803-1.809 would satisfy the 
requirements of 35 USC §1 12, first paragraph. 

If a deposit is made under the terms of the Budapest Treaty, then an affidavit or 
declaration by Applicants or someone associated with the patent owner who is in a 
position to make such assurances, or a statement by an attorney of record over his or her 
signature, stating that the deposit has been made under the terms of the Budapest Treaty 
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and that all restrictions imposed by the depositor on the availability to the public of the 
deposited material will be irrevocably removed upon the granting of a patent, would 
satisfy the deposit requirements. See 37 CFR 1.808. 

If a deposit is not made under the terms of the Budapest Treaty, then an affidavit 
or Declaration by Applicants or someone associated with the patent owner who is in a 
position to make such assurances, or a statement by an attorney of record over his or her 
signature, stating that the deposit has been made at an acceptable depository and that the 
following criteria have been met: 

(a) during the pendency of the application, access to the deposit will be afforded 
to one determined by the Commissioner to be entitled thereto; 

(b) all restrictions imposed by the depositor on the availability to the public of the 
deposited material will be irrevocably removed upon the granting of a patent; 

(c) the deposit will be maintained for a term of at least thirty (30) years and at 
least five (5) years after the most recent request for the furnishing of a sample of the 
deposited material; 

(d) a viability statement in accordance with the provisions of 37 CFR 1 .807; and 

(e) the deposit will be replaced should it become necessary due to inviability, 
contamination or loss of capability to function in the manner described in the 
specification. 

In addition the identifying information set forth in 37 CFR 1.809(d) should be added to 
the specification. See 37 CFR 1.803-1.809 for additional explanation of these 
requirements. 
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5b. Claims 41-45 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claims contain subject matter, 
which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventors, at the time the application was filed, had 
possession of the claimed invention. 

The claims are drawn to an isolated polypeptide at least 90% identical with a 
particular disclosed sequence (SEQ ID NO: 45). The claims do not require that the 
polypeptide possess any particular conserved structure, function or other disclosed 
distinguishing feature. Thus, the claims are drawn to a genus of polypeptides that is 
defined only by sequence identity. To provide evidence of possession of a claimed genus, 
the specification must provide sufficient distinguishing identifying characteristics of the 
genus. The factors to be considered include disclosure of complete or partial structure, 
physical and/or chemical properties, functional characteristics, structure/function 
correlation, methods of making the claimed product, or any combination thereof. In this 
case, the only factor present in the claim is a partial structure in the form of a recitation of 
percent identity. There is not even identification of any particular portion of the structure 
that must be conserved for the biological activity of the protein. Accordingly, in the 
absence of sufficient recitation of distinguishing identifying characteristics and 
structure/function relationship, the specification does not provide adequate written 
description of the claimed genus. 

Vas-cath Inc. v. Mahurkar, 19 USPQ2d 1111, clearly states that "applicant must 
convey with reasonable clarity to those skilled in the ad that, as of the filing date sought, 
he or she was in possession of the invention. The invention is, for purposes of the written 
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description* inquiry, whatever is now claimed" (See page 1117.) The specification does 
not "clearly allow persons of ordinary skill in the art to recognize that (he or she) 
invented what is claimed." (See Vas-Cath at page 1116). As discussed above, the skilled 
artisan cannot envision the detailed chemical structure of the encompassed genus of 
polypeptides, and therefore conception is not achieved until reduction to practice has 
occurred, regardless of the complexity or simplicity of the method of isolation. Adequate 
written description requires more than a mere statement that it is part of the invention and 
reference to a potential method of isolating it. The compound itself is required. See Fiers 
v. Revel, 25 USPQ2d 1601 at 1606 (CAFC 1993) and Amgen Inc. v. Chugai 
Pharmaceutical Co. Ltd., 18 USPQ2d 1016. 

One cannot describe what one has not conceived. See Fiddes v. Baird, 30 
USPQ2d 1481 at 1483. In Fiddes, claims directed to mammalian FGFS were found to be 
unpatentable due to lack of written description for that broad class. The specification 
provided only the bovine sequence. Therefore, only a polypeptide of amino acid sequence 
set forth in SEQ ID NO: 45, but not the full breadth of the claims meets the written 
description provision of 35 U.S.C. 112, first paragraph. Applicant is reminded that Vas- 
Cath makes clear that the written description provision of 35 U.S.C. 112 is severable 
from its enablement provision (see page 1115). 

5c. Claims 41-45 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for an isolated polypeptide of amino acid sequence set 
forth in SEQ ID NO: 45, does not reasonably provide enablement for an isolated 
polypeptide at least 90% identical to a polypeptide with a particular disclosed sequence 
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(SEQ ID NO:45). The specification does not enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make the invention 
commensurate in scope with these claims. 

Claim 41, is overly broad in its limitation of "at least 90% identical" because no 
guidance is provided as to which of the myriad of polypeptide molecules encompassed by 
the claims will retains the characteristics of the desired polypeptide. Variants of a nucleic 
acid can be generated by deletions, insertions, and substitutions of nucleotides, but no 
actual or prophetic examples on expected performance parameters of any of the possible 
variants of the claimed nucleic acid molecule or muteins of the protein molecule have 
been disclosed. Furthermore, it is known in the art that even single amino acid changes 
or differences in the amino acid sequence of a protein can have dramatic effects on the 
protein's function. For example, Mikayama et al. (1993) teaches that the human 
glycosylation- inhibiting factor (GIF) protein differs from human migration inhibitory 
factor (MIF) by a single amino acid residue (page 10056, Figure 1). Yet, despite the fact 
that these proteins are 90% identical at the amino acid level, GIF is unable to carry out 
the function of MIF, and MIF does not exhibit GIF bioactivity (page 10059, second 
column, third paragraph). It is also known in the art that a single amino acid change in a 
protein's sequence can drastically affect the structure of the protein and the architecture of 
an entire cell. Voet et al. (1990) teaches that a single Glu to Val substitution in the beta 
subunit of hemoglobin causes the hemoglobin molecules to associate with one another in 
such a manner that, in homozygous individuals, erythrocytes are altered from their 
normal discoid shape and assume the sickle shape characteristic of sickle-cell anemia, 
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causing hemolytic anemia and blood flow blockages (pages 126-128, section 6-3A and 
page 230, column 2, first paragraph). 

There is no guidance provided in the instant specification as to how one of skill in 
the art would generate and use a nucleic acid encoding a polypeptide having at least 80%, 
amino acid sequence identity with SEQ ID NO:45, other than the polypeptide of SEQ ID 
NO:45 exemplified in the specification. See In re Wands, 858 F.2d at 737, 8 USPQ2d at 
1404. The test of enablement is not whether any experimentation is necessary, but 
whether, if experimentation is necessary, it is undue. The factors to be considered when 
determining whether there is sufficient evidence to support a determination that a 
disclosure does not satisfy the enablement requirement and whether any necessary 
experimentation is "undue" include, but are not limited to: (1) the breadth of the claims; 
(2) the nature of the invention; (3) the state of the prior art; (4) the level of one of 
ordinary skill; (5) the level of predictability in the art; (6) the amount of direction 
provided by the inventor; (7) the existence of working examples; and (8) the quantity of 
experimentation needed to make or use the invention based on the content of the 
disclosure. 

Given the breadth of the claims, in light of the predictability of the art as 
determined by. the number of working examples, the level of skill of the artisan, and the 
guidance provided in the instant specification and the prior art of record, it would require 
undue experimentation for one of ordinary skill in the art to make and use the claimed 
invention. 
Conclusion 

Claims 25-45 are rejected. 
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No claim is allowed. 
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